INTRODUCTION
Fundamental human rights are undoubtedly intended to play an important part in the legal construction of the scope of moral exclusions on biotechnological patents detailed in Article 6 of the EU Directive on Biotechnological Inventions (hereafter 'the Directive'). The Preamble to the Directive itself recalls the obligation arising from the European Union's Treaty 'to respect fundamental rights, as guaranteed by the European Convention on Human Rights … 1950 and as they result from the constitutional traditions common to the Member States, as general principles of Community law '. 5 Since the adoption of the Lisbon Treaty, 6 the legal imperative to align the construction of moral exclusions on patents to fundamental human rights has been, if anything, strengthened by two significant changes. First, the Lisbon Treaty requires that the European Union accedes to the European Convention on Human Rights. 7 Secondly, the Lisbon Treaty formally recognizes the Charter of Fundamental Rights of the European Union, assigned the same value as the Treaties. 8 Both developments raise a number of important questions which potentially impact on the interpretation of moral exclusions in the Directive. One set of questions concerns the implications of accession as regards juridical hierarchy and authority on aspects of EU law touching on fundamental human rights protected by the Convention. Of the Court of Justice of the European Union (CJEU) and European Court of Human Rights (ECtHR), which court will have ultimate authority on the protection of fundamental human rights and their application to the construction of moral exclusions on biotechnological patents in EU law? The other set of questions concerns the normative integration of the dual body of 'primary' norms contained in the EU Charter and the Convention and its Protocols respectively. How are differences in the wording of discrete rights or the absence of a direct counterpart for some of the rights specified in each instrument to be resolved? In the event of conflict or ambiguity as between the two instruments, which norms should have precedence over the others? Specifically, how is the interpretation of moral exclusions in the Directive affected by these developments? The concrete mechanisms and procedures put in place to address these questions will be critical to the degree of judicial integration and normative coherence which will be achieved by EU accession to the ECHR and could have profound implications on the future construction of moral exclusions in European patent law.
The first part of this paper situates the current proposals for accession against the evolution of human rights protection in the European Union, documenting recurrent concerns over the relative autonomy of national supreme courts and the two supranational courts of the EU and Council of Europe respectively on the constitutional balance between national, EU and CoE legal orders. The second part details the current proposals for accession, 9 teasing out the architectural structure and implications for institutional integration and hierarchy of legal norms in Europe. The third part analyses the legal basis of the scope of exclusions on patents on human embryonic stem cells (hESC) in the judgment of the Grand Chamber of the CJEU in the Brüstle case and questions the judgment's compliance with the protection of fundamental human rights. The last part considers the avenues for appeal to the European Court of Human Rights post-Lisbon.
PART 1 -EVOLUTION OF HUMAN RIGHTS PROTECTION IN THE EU
In an illuminating chronicle of the evolution of the protection of fundamental rights in the EU, Gráinne de Burca shows that the range of questions which are the subject of current negotiations on the modalities of accession of the EU to the ECHR after Lisbon, were very much at the centre of the early discussions which led to the adoption of the EEC Treaty. 10 Whilst there was general agreement in the immediate aftermath of World War II that the protection of fundamental rights was central to the project of European integration, there were marked differences as to how this should be achieved. One 'expansive' approach, endorsed by the Comité d'Etudes pour la Constitution Europeenne (CECE), 11 was for the new Community to act as a guardian of the ECHR and to be vested with the power to intervene in the event of serious violations of fundamental rights by Member States. 12 The CECE proposal further envisaged that the new Community would have a Supreme Court which would act both as a Constitutional Court and a Court of Appeal, with jurisdiction over individual rights of petition for breaches of Treaty law but no specific jurisdiction over human rights issues.
9. The 8th Working Meeting of the CDDH Informal Working Group on the Accession of the European Union to the ECHR (CDDH-UE) with the European Commission, Draft Legal Instruments on the accession of the European Union to the ECHR. Draft instrument and explanatory report of 19th July 2011, CDDH-UE (2011) 16, Final. 10. G de Burca, 'The Evolution of EU Human Rights Law', in P Craig and G de Burca (eds), The Evolution of EU Law (Oxford University Press, Oxford 2011) 465-95. 11. The CECE acted as a think-tank on the process of drafting the constitution ('statute') of the European Community and was established before the Ad Hoc Community which was formally charged with drafting the Treaty. On the composition of the CECE Committee and its close ties with the Council of Europe, see de Burca, op cit, n 10 at 468. 12. Or if requested by the constitutional authorities of a Member State 'to assist the latter with a view to maintaining the constitutional order, democratic institutions or man's fundamental liberties', para 7 of CECE Resolution. Projet de Statut de la Communaute Politique Europeenee: Travaux preparatoires (European Movement, Brussels 1952) . Cited in de Burca, op cit, n 10.
The assumption was that Member States had primary responsibility for the protection of fundamental rights, for which they were answerable to the ECtHR, although the European Community was envisaged as a 'kind of strong-arm back-stop' 13 with a monitoring, intervention role in the event of serious violations of human rights by Member States.
By contrast, the recommendations of the Ad Hoc Assembly formally charged with the task of drafting the European Political Community (EPC) treaty envisaged that the Community itself could be a potential violator of human rights, and therefore that its supervisory role over violations of human rights should be limited and subject to oversight by the ECHR. The drafters discussed various options to ensure that the ECtHR would have jurisdiction over violations of human rights by the Community, including accession of the Community to the ECHR and amendments to the statute of the Council of Europe.
14 In debates which are echoed in the current negotiations over the modalities of accession, concerns were expressed over the scope of jurisdiction of the community court and the possibility of it impinging on the jurisdiction of the ECtHR. 15 The committee wrestled with the question of whether the Community court should be seen as a 'domestic tribunal' for the purpose of exhaustion of domestic remedies for the ECtHR, and determined that it would be inappropriate to make it compulsory for a dispute concerning human rights to be remitted first to the Community court. 16 The compromise solution reached to minimize conflict between the two courts was to grant the Community court jurisdiction to hear actions by individuals against the Community institutions for violations of the ECHR. But the Community court was to 'renounce judgment' where the dispute involved a question of principle as to the interpretation of the ECHR.
The draft EPC Treaty, including the system of human rights protection, was short lived as the early ambitious project of promoting European political integration and human rights protection through an EC treaty collapsed with the advent of the cold war and the failure of the European Defence Treaty. The process of European integration was revived in 1955 with an agreement by foreign ministers to narrow the focus to economic integration and the establishment of a common market. 17 The outcome was the European Economic Community Treaty and European Atomic Energy Treaty in 1957, which adhered strictly to the economic mandate and excluded references to human rights as a way of avoiding political controversy. Protection of human rights was left to national constitutional systems and the ECHR system. The revival of a human rights remit for the European Union was subsequently brought about initially through judicial intervention in a series of landmark cases by the CJEU in the 1960s and 1970s, 18 in which the CJEU declared that respect for fundamental rights, inspired by the common constitutional traditions of the Member States and international human rights treaties, was part of the general principles of Community law. The CJEU further claimed jurisdiction to hear claims for breaches of such rights arising from community acts and policies, prompted by concerns to preserve the autonomy and supremacy of community law over national constitutional law. 19 In the next decade, the political momentum to formally integrate the protection of fundamental human rights in the Treaties grew stronger. 20 In 1992, for the first time, the revised constitutional framework of the European Union formally recognized human rights as part of EU law in the Maastricht Treaty. 21 Successive treaties have since expressly recognized the obligation of the EU to protect fundamental rights, 22 culminating in the adoption of the EU Charter of Fundamental Rights and Freedoms, 23 proclaimed, but not-ratified, in 2000 and legally binding since the adoption of the Lisbon Treaty. Article 6(2) of the Lisbon Treaty specifically requires that 'the EU shall accede to the ECHR' but does not specify the modalities of accession and procedures for case-sharing and/or referral as between national courts, the CJEU and the ECtHR.
24
The debates which have taken place post-Lisbon over the modalities of the EU's accession to the ECHR continue to echo the historical and political tensions on the relative autonomy, constitutional balance and ultimate authority of the triangle of national courts and the two supra-national courts.
25 Statements made by politicians, officials of the EU and the presidents of the two courts imply that the accession will create a form of hierarchical ordering and vertical integration of the two supranational courts, with the European Court of Human Rights acting as the ultimate guardian of fundamental human rights in Europe. The European Parliament's website states that the accession will enable ' … the European Court of Human Rights in Strasbourg to verify the compliance of EU acts with the ECHR, which will also serve to 21. Article F(2) of the Maastricht Treaty states that 'The Union shall respect fundamental rights, as guaranteed by the European Convention for the Protection of Human Rights and Fundamental Freedoms signed in Rome on 4 November 1950 and as they result from the constitutional traditions common to the Member States, as general principles of Community law'. 22. Though in some scholars' view, originally mainly as 'empty rhetoric'. See the seminal article by Alston and Weiler who proposed the creation of an institutional framework with powers of oversight, monitoring and enforcement to give substance to the rhetoric: P Alston and JHH Weiler 'An "Ever Closer Union" in Need of a Human Rights Policy' (1998) 9(4) Eur J Int Law 658. 23. There is a voluminous body of literature on the adoption and evolution of the Charter. See G Di Federico, The EU Charter of Fundamental Rights (Springer, Dordrecht 2011). 24. The procedures for the conduct of negotiations and agreements with international organizations and the EU are set out in Art 218 TFEU. 25. For general discussions of the relationship between the EU and ECHR systems, see S Greer and A Williams, 'Human Rights in the Council of Europe and the EU; Towards "Individual", "Constitutional" or "Institutional" Justice? ' (2009) enhance the protection of fundamental rights within the European Union'. 26 The Council of Europe's website describes the accession as a 'historical step' for several reasons, notably the fact that, as a result of acceding to the ECHR, the Union 'will be integrated' into the ECHR fundamental rights protection system, and 'the Union will be bound to respect the ECHR and placed under the external control of the European Court of Human Rights'. 27 Similarly, the Vice-President of the European Commission said in her address to the European Parliament in March 2010 that: 'By acceding to the Convention, the European Union itself puts its weight behind the Strasbourg system of external judicial control in the area of fundamental rights by integrating its legal order fully and formally to that control system'.
28 A parallel statement issued by the Secretary General of the Council of Europe and President of the European Court of Human Rights in May 2010 welcomed accession as a move which would further strengthen the protection of human rights in Europe 'by submitting the EU's legal system to independent external control with regard to the rights protected by the Convention, as interpreted by the Court in its case law'.
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Beyond political rhetoric, achieving constitutional balance through the submission of the EU system to the external control of the Convention system is critical in addressing concerns about the (lack of) democratic accountability, the political legitimacy/ deficit of EU institutions, and the 'constitutional asymmetry' between Member States and the EU. 30 The questions under discussion in the current round of negotiations on the modalities of accession of the EU to the ECHR go deep into the heart of issues touching on the political legitimacy of the new institutional framework, the sphere of competence of the respective courts, and ultimately the constitutional balance between the two supra-national courts, national laws and the two supra-national legal systems. They include the scope of the accession (including questions related to the accession to the various protocols, to admissible reservations etc.), the technical adaptations needed to the ECHR text, the participation of the EU in CoE bodies involved in the ECHR system (including its financial participation to the system), and the possible further adaptations of the ECHR system to the specificities of the EU system.
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The key aspects of the proposals are discussed below. The balance of power and competences of the two courts may well alter as the proposal continues its complex routing for institutional and State approval, particularly as the CDDH-UE proposal leans towards the early Ad Hoc Committee's vision of a limited role for the EU in the protection of fundamental rights, and subordination of the CJEU to the ultimate authority of the ECHR in disputes over violations of fundamental human rights. 34 Responsibility for judicial review of human rights compliance is left with the national supreme courts of Member States, and ultimate authority over human rights violations with the ECtHR. But the detailed proposals also create a complex nexus of mechanisms for intermediary intervention and review by the CJEU and subsequent intervention in individual petitions to the ECtHR. 32. The terms of reference of the Ad Hoc Steering Committee (CDDH) were adopted by COE Committee of Ministers, on 26 May 2010. The CDDH was charged to draft, in collaboration with the EU, a legal instrument for accession. On the EU side, the Council of the EU adopted a Decision on 4 June 2010 authorizing the European Commission to negotiate an agreement for the EU to accede to the Convention. Throughout the process, the Commission has regularly consulted the Working Party on fundamental rights, citizens' rights and free movement of persons ('FREMP'), which had been appointed as the special committee in accordance with Article 218 (4) TFEU. On 19 July 2011, a 'final' version of the draft legal instruments on the Accession of the European Union to the ECHR was adopted: CDDH-UE (2011) 16 final. 33. Article 218 (8) TFEU, states that the agreement on accession shall be concluded unanimously by the Council. Pursuant to Article 218 (6) (a) (ii) TFEU, the Council shall obtain the consent of the European Parliament for concluding the agreement on the EU accession. Article 218 (10) TFEU provides for the European Parliament to be fully informed of all stages of the negotiations. The agreement would also have to conform separately with the ECHR requirements and approved by all 47 existing contracting parties to the ECHR in accordance with their respective constitutional requirements. Protocol No. 8 of the Treaty of Lisbon set out further requirements for the conclusion of the Accession Agreement. Protocol No. 14 to the ECHR, adopted in 2004 and entered into force on 1 June 2010, amended Article 59 of the Convention to allow the EU to accede to it. 34. Before the EU gives consent, the finalized draft of the agreement/instruments will be submitted by the Commission to the CJEU for an opinion on the compatibility with the Treaties. The European Parliament will have to approve the whole 'package' (Art 218(6)(a)(ii) TFEU) and the unanimous approval of all Member States is also required (Art 218 (8) TFEU). In addition, each Member State will have to approve the agreement in accordance with its own constitutional requirements. 35. <http://www.coe.int/t/dghl/standardsetting/hrpolicy/CDDH-UE/CDDH-UE_documents/ CDDH-UE_2011_04_en.pdf>. The draft legal instrument should be submitted to the Committee of Ministers of the Council of Europe by 30 June 2011. The process of appointment and remit of In the 'final' draft agreement, rulings of the CJEU will be subject to the external control of the ECtHR. 36 Furthermore, individuals will have the right to submit the acts, measures or omissions of the EU institutions, bodies or agencies to the external control of the Strasbourg Court, 37 and the European Union and its institutions, including the CJEU, will be legally bound by the obligations arising from the Convention and the Protocols. 38 The explanatory notes state that 'this is all the more important since the EU Member States have transferred substantial powers to the EU'.
39 In order to facilitate accession and minimize delays and cumbersome amendments to the text of the ECHR, 40 the proposal is that the EU would be given the status of a 'High Contracting Party' 41 to the Convention and subject to the obligations imposed by the ECHR in respect only of measures for which it has competence under EU law.
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In what may well reignite concerns over the EU's expanding spheres of competence and powers, the proposal suggests that wherever Convention texts refer to 'States', 'State Parties' or 'State' 'they shall be understood as referring also the European Union'. 43 The explanatory notes justify the 'linguistic' interpretive approach 'to allow for an immediate accession' on the grounds that the Convention, when drafted, was meant to apply only to contracting parties who are also Member States of the Council of Europe, and the EU is neither a State nor a member of the CoE. The process envisaged by the draft agreement is not quite the inverse, but a variant of the 'preliminary' referral option which had been floated in an earlier draft which would have given the CJEU a first opportunity to rule on the compatibility of EU law with Convention rights. 45 Article 4.3 of the earlier draft agreement proposed that: The 'final' draft agreement sets out an alternative procedure whereby the European Union or a Member State may become a co-respondent by decision of the Strasbourg the EU-CoE working group on the draft legal agreement is set out in the Council of Europe's website as follows: <http://www.coe.int/t/dghl/standardsetting/hrpolicy/CDDH-UE/CDDHUE_documents_en.asp>. 36. Preamble, Draft Agreement (supra). 37. Preamble and Article 1(2)(c). 38. In respect only of measures for which the EU has competence (Article 1(2)(c)). Nothing in the Treaty shall enlarge the competence of the EU (reflecting the requirement under Article 2 of Protocol 8 of the Lisbon Treaty that the accession of the EU shall not affect its competences or the powers of its institutions): explanatory notes, III (I)(21). 39. Explanatory Report, at para I(1)(5). The note further adds that the competence of the Strasbourg court to assess the conformity of EU law with the provisions of the Convention will not prejudice the principle of the autonomous interpretation of EU law. Court. The mechanism is considered necessary to accommodate the specific situation of the EU as a non-State entity with an autonomous legal system alongside national legal systems, whereby acts adopted by the EU institutions may have to be implemented by Member States. 46 The agreement envisages that the co-respondent mechanism will be triggered in circumstances where an application notifying an alleged violation is made to the Court by one or more Members of the EU, but not the EU itself, if it appears to the (Strasbourg) Court that the alleged violation calls into question the compatibility of a provision of primary or secondary EU law with the Convention. 47 It is suggested that this may occur, for instance, where the alleged violation could only have been avoided by a Member State disregarding an obligation under EU law 'for example where an EU provision leaves no discretion to a Member State as to its implementation at national level'. 48 The CDDH expressly justifies the introduction of the co-respondent mechanism as a way to ensure that the EU is legally bound by a judgment of the Strasbourg court in the event of the Court finding a violation of the Convention. 49 More generally, the co-respondent mechanism is 'a way to avoid gaps in participation, accountability and enforceability in the Convention system'.
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Furthermore, the co-respondent mechanism will enable the ECtHR to give an opinion on the compatibility with the Convention of the act complained of by the applicant in circumstances where there has been no preliminary referral to the CJEU on the interpretation or validity of the act at issue. The explanatory notes make it clear that applicants will only need to exhaust their remedies in national courts without appealing to the CJEU before the case is remitted to the Strasbourg Court, since the preliminary referral procedure 'cannot be considered a remedy that an applicant must exhaust before making an application to the Court' because referral is at the discretion of the national courts.
51 Whether the European Union will approve the draft agreement in its present form is not altogether clear. At the meeting of COREPER on 6 October 2011 some delegations expressed reservations as to the content of the proposed draft accession agreement. Subsequently, on 12-14 October 2011 CDDH took note of the fact that the Union could not express a unanimous position on the draft and reported accordingly to the Committee of Ministers of the Council of Europe.
52 According to Luca de Matteis, seconded national expert at the General Secretariat of the European Union, questions still open in relation to the draft accession instruments include the scope of the EU's accession, in particular concerning submission to the ECtHR's jurisdiction, adaption to the non-State nature of the EU, the extent of the ECtHR's 'extraterritorial' jurisdiction in matters concerning the EU, cases and conditions for unclenching the co-respondent mechanism.
53 But whatever form the agreement takes as to the precise role and prior involvement of the CJEU and procedures in disputes concerning compliance of EU law with the ECHR, the clear legal obligation on the EU, since the adoption of the Lisbon Treaty, is to ensure that EU law is compliant with the ECHR. The European Court of Human Rights, as guardian of the ECHR, must inevitably become a final court of appeal in disputes raising questions as to the compatibility of EU law (including CJEU rulings) with the ECHR.
PART 3 -HUMAN RIGHTS IN EU LAW ON BIOTECHNOLOGICAL INVENTIONS
Prior to formal recognition of Convention rights in the Maastricht Treaty (1992), the European Court of Justice had declared respect for fundamental rights to be part of the general principles of Community law in a trio of landmark cases in the 1970s. 54 The context was the controversies surrounding the Court's pronouncement of the supremacy of EU law in Costa v ENL, prompting political and legal concerns about the risk of compromising constitutionally protected fundamental rights in national laws. The principles enunciated by the Court in the trio of cases declaring the primacy of fundamental rights in Community law were the Court's response to protect the autonomy of Community law vis-à-vis national laws. Whilst asserting the supremacy and autonomy of EC law as a source of rights, the Court also declared that its understanding of fundamental rights would be informed by the common constitutional traditions of the Member States and international human rights treaties to which they are a party. 55 The Netherlands case 56 was the first case in which the EU court was called upon to review the compatibility of European Union law in the Directive on Biotechnological Inventions (1998) with fundamental human rights. The applicants had sought annulment of the Directive, inter alia, on the grounds that the Directive was in breach of the fundamental right to respect for human dignity. In his Opinion, the Advocate General, Justice Jacobs, had acknowledged that respect for fundamental rights must be ensured in the Community legal order and that the right to human dignity is perhaps the most fundamental right of all, 57 noting that the text of the Directive itself obliges the Union to respect fundamental human rights … pursuant to Article F(2) of the Treaty on European Union, the Union is to respect fundamental rights, as guaranteed by the European Convention for the Protection of Human Rights and Fundamental Freedoms signed in Rome on 4 November 1950 and as they result from the constitutional traditions common to the Member States, as general principles of Community law. Convention, let alone as a superior source of law. Instead, the EU Court expressly stated that it had jurisdiction to review compliance of EU law with fundamental rights human rights 'to ensure that the right to human dignity and integrity is observed'.
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Notwithstanding the ambiguous role and status of the EU court vis-à-vis the Strasbourg court pre-Lisbon and pre-accession, and the absence of references to the ECtHR jurisprudence in the EU court's judgments on the Directive before Brüstle, the substance of the rulings on the interpretation of moral exclusions in the Directive could arguably previously be aligned to the ECHR. By contrast, it is arguable that the EU Court's 'wide' reading of the exclusion in Brüstle, claimed by the Court to be necessary to comply with respect for human dignity, creates serious tensions with the ECHR. 60 As such, the judgment provides an interesting case to analyse the implications of accession for the construction of moral exclusions in the Directive post-Lisbon. The next section reviews the case law on the Directive before Brüstle.
Fundamental human rights and the Directive: ECJ case law before Brüstle
The subject matter of the preliminary reference in the Brüstle case is the specific moral exclusion on 'industrial and commercial uses of human embryos' in Article 6(2)(c) of the Directive. Prior to the Brüstle ruling, the meaning and scope of exclusion of Article 6(2)(c) had been a source of uncertainty and litigation almost as soon as the Directive was adopted. The publication of Jamie Thomson's seminal article on the derivation of human embryonic stem cells in Science only months after the adoption of the Directive raised the question of the precise reach of the exclusion. of the referral to the CJEU. 65 The Grand Chamber of the EU court read the exclusion very widely and cited its earlier jurisprudence on the Directive in the Netherlands and Italy cases to justify its ruling. But the Court's reasoning is difficult to reconcile with the principles applied in these cases.
In the Netherlands case, the EU court had construed the provisions in Article 5 and Article 6(1) of the Directive as guaranteeing protection of human dignity. Specifically, the court held that human dignity was 'safeguarded' and 'guaranteed' in Article 5(1) of the Directive by the distinction between the patentability of the human body itself, its discovery or its elements in a natural environment, and inventions 'which combine a natural element with a technical process enabling it to be isolated or produced for an industrial application'. 66 The Court further held that ' … it is common ground that this provision [Article 6(1)] allows the administrative authorities and courts of the Member States a wide scope for manoeuvre in applying this exclusion '. 67 According to the Court, a 'wide scope of manoeuvre' and discretion was ' … necessary to take account of the particular difficulties to which the use of certain patents may give rise in the social and cultural context of each Member State'.
68 Although the EU Court did not refer to the ECHR or the ECtHR jurisprudence, the principle of granting Member States a margin of appreciation in defining the scope of application of Convention rights is a fundamental principle of Convention law. 69 The principle has particular significance in the interpretation of fundamental rights touching on morally sensitive matters on which there is no consensus in Europe but a diversity of national moral and religious cultures instead. 70 The margin of appreciation ' … gives the flexibility needed to avoid damaging confrontations between the Court and the Member States and enables the Court to balance the sovereignty of Member States with their obligations under the Convention'. 71 The ECtHR has consistently applied the margin of appreciation doctrine in cases calling into question the compatibility of national laws on the right to life of human embryos and foetuses under Article 2. 72 Thus, the interpretive approach adopted by the EU court in the Netherlands case is consistent with the ECtHR's on the interpretation of the scope of moral exclusions on biotechnological inventions in Article 6(1) of the Directive respecting the autonomy of Member States in areas where national moral and legal cultures differ.
By contrast, four years after the Netherlands case, the EU court held that Member States have no margin of discretion in the application and interpretation of the illustrative list of specific moral exclusions in Article 6(2) of the Directive in a case brought by the Commission against Italy (the 'Italy' case). 73 The Commission had taken Italy to court for failing in its obligation to transpose the Directive into national law. 74 In its defence, Italy had responded that its domestic patent law (in force) already complied with the Directive 75 and that the practices covered in the list of specific exclusions were already prohibited under Italian research laws. Whilst reiterating that both the Treaty and the settled law of the Court allowed Member States to choose the precise form and method of implementing a Directive, 76 the Court nonetheless found that, in the instant case, the examples of specific exclusions in the Directive had to be transposed literally into national laws in order to achieve the purpose of the Directive, which was to clarify the legal protection of biotechnological inventions, and in order to prevent damage to the unity of the internal market.
77 Thus, the Court ruled that:
Unlike Article 6(1) of the Directive, which allows the administrative authorities and courts of the Member States a wide discretion in applying the exclusion from patentability of inventions whose commercial exploitation would be contrary to ordre public (public policy) and 76. At para 51. The court acknowledged that 'according to the very words of the third paragraph of Article 249 EC, Member States may choose the form and methods for implementing directives which best ensure the result to be achieved by the directives, and that provision shows that the transposition of a directive into national law does not necessarily require legislative action in each Member State. … [Provided that] the legal situation arising from those principles is sufficiently precise and clear and that the persons concerned are put in a position to know the full extent of their rights and, where appropriate, to be able to rely on them before the national courts (see, inter alia, Case 29/84 Commission v Germany [1985] ECR 1661, paragraphs 22 and 23, and Case C-233/00 Commission v France, cited above, paragraph 76).' 77. 'The Court has already held that, by requiring the Member States to protect biotechnological inventions by means of their national patent law, the Directive aims to prevent damage to the unity of the internal market which might result from the Member States' deciding unilaterally to grant or refuse such protection (Case C-377/98 Netherlands v Parliament and Council [2001] ECR I-7079, paragraph 18). In so doing, the Directive seeks, as is apparent from the fourth, fifth and sixth recitals in its preamble, to clarify the legal protection of biotechnological inventions in a context marked by differences between national laws and practices that could well become greater, in particular as a result of national case-law interpreting those laws.' (Para 58.) morality, Article 6(2) allows the Member States no discretion with regard to the unpatentability of the processes and uses which it sets out, since the very purpose of this provision is to give definition to the exclusion laid down in Article 6(1) (see, to this effect, Netherlands v Parliament and Council, paragraphs 37 to 39).
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The Court specifically approved the AG's Opinion that:
This uncertainty constitutes a breach of the Directive all the more because Article 6(1) thereof itself states that the commercial exploitation of an invention is not to be deemed contrary to ordre public or morality merely because it is prohibited by law or regulation. As the Advocate General has correctly observed in point 55 of his Opinion, this statement is to be interpreted as requiring express transposition of the principle that commercial processes involving the use of human embryos are not patentable.
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Are the two rulings in the Netherlands and Italy case inconsistent in both granting and not granting a margin of discretion to Member States in the application of moral exclusions in the Directive?
Arguably, there is no contradiction between the two judgments, if the two parts of Article 6 are interpreted and applied as the Technical Board of Appeal (TBA) of the EPO did the corresponding EPC rules in the Oncomouse II case. 80 If a case falls within one of the four categories of exceptions, then it must ipso facto be denied a patent. However, cases not falling within the limited exclusions must then be considered under the general exclusion (in Article 6(1) of the Directive). As noted by the TBA, there are thus, in effect, two quite different type of objections under Article 6 -an objection which requires only that the invention is assessed as to whether or not it falls in one of the four limited categories (under Article 6(2)), and a 'real' moral objection which requires an assessment as to whether or not exploitation of the invention would be contrary to ordre public or morality. Member States must be given a (wide) margin of appreciation in relation to the application of the general moral exclusion -as per the Netherlands case. No margin of discretion is given under Article 6(2) because the applicable test is NOT moral but definitional.
Furthermore, the drafting history of the Directive also shows that the specific exclusion on industrial and commercial uses of human embryos was intentionally narrowly drawn by the legislator in order to limit its reach and ensure that inventions and uses of human embryos which are lawful in Member States were not rendered unpatentable by the exclusion. 81 The words 'industrial' and 'commercial' are not superfluous, but are to be interpreted literally.
Thus, absence of discretion in the application of the specific exclusions in no way removes the wide margin of discretion or appreciation left to Member States in the application of moral exclusions. By contrast, the CJEU ruling in the Brüstle case makes it difficult to read the trio of cases on the Directive in a consistent way. Both the Netherlands and Italy cases are cited by the Grand Chamber of the CJEU in the Brüstle case, but arguably applied in a manner which produces a paradoxical result which is at odds with the Court's approach in the earlier cases.
The Brüstle case 82
The questions raised in the Brüstle preliminary ruling concern the scope of exclusion of the prohibition on patents on 'industrial and commercial uses of human embryos' in Article 6(2)(c) of the Directive, and specifically the meaning and scope of application of the terms 'human embryo' and 'industrial and commercial uses' in the exclusion. The reference was made in proceedings brought by Greenpeace seeking annulment of a German patent held by Oliver Brüstle. The patent relates to neural precursor cells and the processes for their production from embryonic stem cells and their use for therapeutic purposes. 83 On application by Greenpeace, the Bundespatentgericht (Federal Patent Court) ruled that the patent at issue was invalid in so far as it covers precursor cells obtained from human embryonic stem cells and processes for the production of those precursor cells. 84 Oliver Brüstle appealed against that judgment to the German Bundesgerichtshof (Federal Court of Justice) which referred the case for a preliminary ruling on the interpretation of Article 6(2)(c) of the Directive to the CJEU. 85 The Grand Chamber of the CJEU reasoned that in order to give effect to the Directive, which was intended to unify patent law in Europe in order to avoid damage to the internal market caused by differences in national laws, 86 and because of 'the fact that Article 6(2) of the Directive does not allow the Member States any discretion', it is necessary to give a European wide, uniform interpretation of the terms 'human 82. C-34/10. The case for a preliminary ruling concerns the interpretation of Article 6(2)(c) of Directive 98/44/EC of the European Parliament and of the Council of 6 July 1998 on the legal protection of biotechnological inventions (OJ 1998 L 213, p 13; 'the Directive'). 83. The German patent was filed on 19 December 1997. It concerns isolated and purified neural precursor cells, processes for their production from embryonic stem cells and the use of neural precursor cells for the treatment of neural defects. It is claimed in the patent specification filed by Mr Brüstle that the transplantation of brain cells into the nervous system is a promising method of treatment for numerous neurological diseases. 84. On the basis of Paragraph 22(1) of the Patentgesetz transposing into German law Article 6(2)(c) of the Directive. 85. Specifically: 'In the view of the referring court, the outcome of the application for annulment depends on whether the technical teaching of the patent at issue, in so far as it concerns precursor cells obtained from human embryonic stem cells, is excluded from patentability under Paragraph 2(2), first sentence, point 3, of the Patentgesetz. The answer to that question depends in turn on the interpretation which should be given in particular to Article 6(2)(c) of the Directive' (para 20).
The specific questions were: 'What is meant by the term 'human embryos' in Article 6(2)(c) of [the Directive]? (a) Does it include all stages of the development of human life, beginning with the fertilisation of the ovum, or must further requirements, such as the attainment of a certain stage of development, be satisfied? (b) Are the following organisms also included: -unfertilised human ova into which a cell nucleus from a mature human cell has been transplanted; -unfertilised human ova whose division and further development have been stimulated by parthenogenesis?' (para 23 of the Grand Chamber ruling in Brüstle). 86. The Court noted recitals 3 and 5-7 in the preamble to the Directive where it seeks, by a harmonization of the rules for the legal protection of biotechnological inventions, to remove obstacles to trade and to the smooth functioning of the internal market that are brought about by differences in national legislation and case-law between the Member States, and, thus, to encourage industrial research and development in the field of genetic engineering (see, to that effect, Netherlands v Parliament and Council, paragraphs 16 and 27) (para 27).
embryo '. 87 In the Court's view 'even though the Directive did not expressly define the concept of embryo, 'the only possible interpretation of that concept is European and unified'.
88 Such a uniform application was also consistent with the principle of equality and settled law whereby the terms of a provision of European Union law which makes no express reference to the law of the Member States must normally be given an independent and uniform interpretation throughout the European Union for the purpose of determining its meaning and scope. 89 The Court thus concluded that:
Although the text of the Directive does not define human embryo, nor does it contain any reference to national laws as regards the meaning to be applied to those terms. It therefore follows that it must be regarded, for the purposes of application of the Directive, as designating an autonomous concept of European Union law which must be interpreted in a uniform manner throughout the territory of the Union.
90
The Court acknowledged that 'the definition of human embryo is a very sensitive social issue in many Member States, marked by their multiple traditions and value systems', but justified the adoption of a European, autonomous, uniform definition as required for the limited purposes of giving the Directive a 'legal interpretation' as distinct from questions of a 'medical or ethical nature' which the Court was not called upon to answer. 91 Yet, the adoption of a judicially constructed 'autonomous' definition of the term 'human embryo' in circumstances where there is no legal (or moral) consensus amongst Member States on such a definition 92 seems to fly in the face of the stated aim of the Directive in paragraph 8 of the Recitals whereby it is said that the 'legal protection of biotechnological inventions does not necessitate the creation of a separate body of law in place of the rules of national patent law'.
The Grand Chamber not only introduced an autonomous EU uniform definition of the terms 'human embryo', displacing existing definitions in national patent laws, but went further and claimed that the EU legislature 'Intended to exclude any possibility of patentability where respect for human dignity could thereby be affected. It follows that the concept of "human embryo" within the meaning of Article 6(2)(c) of the Directive must be understood in a wide sense.'
93 Accordingly, but without any reference to legal (as against 'medical or ethical') sources on the concept of human dignity in the treaties specifically mentioned in the Directive, particularly the ECHR, or the national constitutions of Member States or the Strasbourg Court jurisprudence, the Court adopted a very wide definition of the term 'human embryo' 94 and concluded that the reach of the 94. Any human ovum 'must, as soon as fertilised, be regarded as a 'human embryo' within the meaning and for the purposes of the application of Article 6(2)(c) of the Directive, since that fertilisation is such as to commence the process of development of a human being' (para 35). Furthermore, 'that classification must also apply to a non-fertilised human ovum into which After Brüstle: EU accession to the ECHR and the future of European patent law 125 specific exclusion on industrial and commercial uses of human embryos was intended by the legislature to preclude patenting research uses involving destruction of human embryos, as these are contrary to human dignity. In the Court's view, the specific exclusion also extended to any downstream uses of hESC lines or cells, including therapeutic products whose derivation originally required the destruction of human embryos, irrespective of how far removed the application may be from the originally 'morally tainted' use: Accordingly, on the same grounds as those set out in paragraphs 32 to 35 above, an invention must be regarded as unpatentable, even if the claims of the patent do not concern the use of human embryos, where the implementation of the invention requires the destruction of human embryos. In that case too, the view must be taken that there is use of human embryos within the meaning of Article 6(2)(c) of the Directive. The fact that destruction may occur at a stage long before the implementation of the invention, as in the case of the production of embryonic stem cells from a lineage of stem cells the mere production of which implied the destruction of human embryos is, in that regard, irrelevant.
95
Arguably, had the CJEU adverted to the primary legal sources which are specifically mentioned in the Directive, and followed the principles of its own settled law on the interpretation of fundamental rights, it could not have reached the same conclusions. As it stands, the judgment is not only inconsistent with the earlier jurisprudence of the Court but with the Treaties and settled law on the rights of the embryo in Europe.
Notwithstanding the Court's claim that its interpretation of Article 6(2)(c) follows both the Netherlands and Italy cases, the reality is that an exclusion which was intended by the legislature to be interpreted strictly and narrowly to include only 'industrial and commercial uses of human embryos' has been extended by the Court, well beyond its literal meaning to include not only 'industrial and commercial uses of human embryos' but cell cultures and cell lines obtained by the destruction of human embryos, as well as all downstream therapeutic products using the cells, on the basis of an interpretation of human dignity which has no legal basis in the EU or CoE legal orders, and is wholly at odds with the legal and political reality on the level of protection granted to the human embryo across Member States in Europe. Contrary to the Court's view, uses of human embryos in research, particularly 'spare IVF embryos', including their destruction, are considered morally and legally permissible in a substantial number of countries in Europe. 96 Furthermore, when opponents of research on human embryos sought to introduce exclusions to this effect in the EU Directive on Human Tissue and Cells (2004) and the Regulations on Advanced the cell nucleus from a mature human cell has been transplanted and a non-fertilised human ovum whose division and further development have been stimulated by parthenogenesis, although those organisms have not, strictly speaking, been the object of fertilisation, due to the effect of the technique used to obtain them they are, as is apparent from the written observations presented to the Court, capable of commencing the process of development of a human being, just as an embryo created by fertilisation of an ovum can do so' (para 36). Finally, 'any human ovum after fertilisation, any non-fertilised human ovum into which the cell nucleus from a mature human cell has been transplanted and any non-fertilised human ovum whose division and further development have been stimulated by parthenogenesis constitute a "human embryo" within the meaning of Article 6(2)(c) of the Directive' (para 38). Therapies (2007), they were unable to gather sufficient support in the European Parliament. Notwithstanding the efforts of religious and political groups to prohibit authorization and marketing of products based on human embryonic or foetal cells and tissues, there was no consensus to this effect in the European Union. Accordingly, both the Directive on Human Tissue and Cells (EUDHTC) 97 and the Regulations on Advanced Therapy Medicinal Products (ATMP) 98 adopt a default permissive approach, deferring to Member States on the moral and legal parameters of research and commercial uses of human embryos and embryonic tissues and cells. 99 As a result of the Grand Chamber ruling, research and commercial uses of hESC cells which are permissible under EU law, in recognition and respect for the diversity and plurality of moral and religious cultures and the autonomy of Member States, will be unpatentable because the Grand Chamber decided that the specific prohibition in the Directive reflects a uniform European view of human dignity and its extension to the human embryo.
Yet, not only is the ruling internally inconsistent within EU law and the earlier jurisprudence of the Court, the ruling is also inconsistent with the settled law of the Strasbourg Court on the level of legal protection of the human embryo required of Member States to ensure compliance in respect of the right to life protected by Article 2 of the Convention. The jurisprudence of the ECtHR, on the scope of application of Article 2 to human foetuses and embryos has consistently reiterated the 'margin of appreciation' doctrine in relation to Article 2. 100 In the leading case of VO v France, heard by the Grand Chamber in 2004, 101 the Court refused to find that the failure by French law to criminalize grossly negligent conduct by a doctor which caused the death of a viable and healthy 20-week-old foetus, constituted a violation of Article 2. Reviewing the existing case law, the court reasoned that it was, in effect, called in to intervene in the debate as to who is a person and when life begins, the definition of which lay within the margin of appreciation of Member States: ' … The issue of when the right to life begins comes within the margin of appreciation which the Court generally considers that States should enjoy in this sphere … '.
102
The Court noted that there is no European consensus on the scientific and legal definition of the beginning of life.
103 This was reflected in the absence of a consensus on the scope of application to the human embryo/foetus of the Council of Europe's Convention on Human Rights and Biomedicine (1996, ECHRB) PART 4 -FROM THE CJEU TO THE ECtHR?
Whilst there is nowhere to appeal the judgment of the Grand Chamber of the CJEU within the European Union legal system, the judgment nevertheless raises important questions about the compatibility of the Directive -as interpreted by the CJEUwith the ECHR and settled law of the Strasbourg Court. The next section explores a range of possible legal avenues for judicial review by the ECtHR under the Draft Accession Agreement and under the existing division of the EU and CoE legal orders, and suggests that accession under the proposed terms may open up the range of legal recourses available to Member States and individual applicants.
The Brüstle case falls into the category of applications canvassed in the draft agreement, where a Member State is under an obligation to align domestic law 111 with EU law in circumstances where there is a question as to the compatibility of EU law with the provisions in the Convention. In particular, the Brüstle ruling has the effect of leaving Member States with no discretion as to the scope of application of the specific exclusion in Article 6(2)(c), in a manner which divests them of their wide margin of appreciation on the application of the level of legal protection required of Member States to comply with their obligations under Article 2 of the Convention in the settled law of the ECtHR. A Member State seeking to challenge the compatibility of the Brüstle ruling with Article 2 ECHR would have to argue either that the restraint imposed by the CJEU judgment is illegitimate, and/or, if legitimate, in breach of the Convention because the means by which to achieve the goals identified by the CJEU are disproportionate to the aim. The 'proportionality' principle is particularly pertinent in this case. Whilst not expressly mentioned in the Convention, the 'proportionality' 112 or 'fair balance' principle has nevertheless come to be recognized as one of the central principles guiding the interpretation of the Convention by the Strasbourg Court. 113 The principle has been specifically relied upon by the Court in the interpretation of Articles which permit broadly framed derogations or limitations on the protection of certain fundamental rights such as Articles 8 or 11, providing the derogations are legitimate and that they fulfil certain stated objectives such as public order, national security or public morality, as long as these are necessary in a democratic society. A much disputed and infamous application of the principle may be found in Osman v UK [1998] EHRR 101 where the ECtHR held that the failure of English law to grant a civil remedy to the applicant in an action in negligence against the police conferred 'blanket immunity' and as such was in breach of Article 6. The judgment was strongly criticized by senior judges in the UK for disclosing a lack of understanding of domestic law by the Strasbourg judges -subsequently acknowledged by the Strasbourg Court in Z v UK (29392/95). A similar approach was taken by Chamber noted in the VO v France case, there is no consensus in Europe as to what level of legal protection is required for the human embryo. The Grand Chamber specifically noted that the Working Party on a Protocol on the human embryo, which was intended to follow the ECHRB, had to fold in 2003 because the group was unable to find sufficient common ground on the human embryo to draft a Protocol. Finally, the explanatory report to the ECHRB expressly notes that whilst the Convention is intended to guarantee the rights of 'everyone':
The Convention does not define the term 'everyone' (in French 'toute personne') … In the absence of a unanimous agreement on the definition of these terms among member States of the Council of Europe, it was decided to allow domestic law to define them for the purposes of the application of the present Convention. 128 This is particularly significant, as there is a presumption that the ECtHR is consistent with the main Treaty (ECHR), which also left the term 'everyone' undefined (including its scope in Article 2 protecting 'everyone's' right to life for the same reasons). Finally, the inclusion of references to ECHRB in the text of the Directive on Biotechnological Inventions (1998) was specifically contemplated at the time of the drafting of the Directive, and amendments to this effect were introduced but not adopted. Thus, whilst the ECHRB has been invoked by the ECtHR against Member States who have not ratified it, 129 it is important to note that this was in the context of uncontroversial and longstanding internationally recognized principles on consent to treatment, in contrast to the contested and legally uncertain reach of the provisions on embryo research in Article 18 ECHRB.
Conversely, the practice of the ECtHR in relation to the EU Charter has been to work with a presumption that the Charter, which has been legally binding on Members of the EU since the adoption of the Lisbon Treaty, is intended to be consistent with the ECHR. 130 Of particular significance in this context are two of the Charter's provisions. First, the explanatory report on Article 1 of the Charter declaring that human dignity is inviolable refers to the dignity of the human person consistently with the ascription of human dignity to persons already born in the 1948 Universal Declaration of Human Rights. Whilst the wording of a new wave of human rights instruments since UNESCO's adoption of the Human Genome Declaration (1992) and latterly the UNESCO Declaration on Bioethics (2006) has created some ambiguity as to whether the bearer of human dignity and rights may also include human embryos or foetuses, 131 both these instruments explicitly state that they are intended to be consistent with the UDHR, which in any event has primacy from the perspective of international law.
132 Furthermore, the explanatory notes to the EU Charter on Article 2 protecting everyone's right to life state that Article 2 of the Charter is intended to have the same meaning as Article 2 of the ECHR. Thus, the provisions of the Charter and the ECHRB point to a continuing lack of consensus and uniformity in Europe on the ascription of human dignity to human embryos and/or what legal implications this may entail. Together they provide considerable legal weight to displace the CJEU's curtailment of the margin of appreciation of Member States in this field. Finally, the provisions in Article 17(2) of the Charter on Protection of the Right to Property, whilst explicitly mandating that intellectual property shall be protected, in parallel to Article 1 of the Protocol, recognizes that the right may be restrained in the 'general interest'. In short, the spectrum of provisions in the additional human rights instruments of both the EU and the CoE strongly support the adoption of a 'balancing' and proportionate approach in the interpretation of the scope of exclusions on patents on biotechnological inventions in Europe against the 'wide' meaning of human dignity ascribed by the Grand Chamber to the human embryo. As it stands, the Brüstle judgment has granted legal recognition to the human embryo and a level of protection hitherto unrecognized in the settled law of the European Convention on Human Rights on the back of a Directive formally dealing with patents. From a human rights perspective, the judgment is an unprecedented and legally unjustified constitutional interference with the autonomy of Member States.
Once the EU is a party to the Convention, Member States (or individual applicants) will be able to bring a case against the EU and vice versa under Article 33 of the Convention.
133 Until this happens, applications for alleged violations of the Convention would have to follow the standard route which allows individual applicants to call into question the compatibility of national laws with the Convention. Having established that Article 1 of the Protocol is engaged, the applicant would have to show that limitations of the right (ie in the UK Patents Act, based on the Brüstle ruling) are either illegitimate or disproportionate. The main difference between the two procedures is twofold: first, in the legal basis of the claim -which following accession could be framed directly as concerning the compatibility of EU law with the ECHR. By contrast, an individual claim under the existing dual EU/CoE legal orders would have to be based on breach of domestic national laws with the ECHR. Secondly, there would be a major difference in the legal outcome of the two procedures. Under the existing system, it would be the UK rather than the EU which would be found in breach of the Convention and would be legally bound to align its domestic law with the Convention. But this, of course, would bring the UK into conflict with the EU, and the EU would not be bound by the ECtHR. By contrast, under the terms of the Draft Accession Agreement, the EU would be legally bound by the decision of the ECtHR.
CONCLUSION
The analysis of the CJEU judgment in Brüstle highlights the sheer complexity of the unfolding legal map in Europe on the intersection between European Union law, Convention law and national laws. The case may be seen as a lens against which to gauge the range of questions and issues raised by the existing legal architecture of the European Union, and the implications of current proposals for the EU's accession to the ECHR. The discussion has tentatively explored how the legal routing of claims to test the consistency of EU law with human rights law may be affected by the proposed changes. But it should be remembered that this is unchartered legal territory, in a context where legal decisions may ultimately be shaped by the changing composition 133. Para 62; although note limitations on inter-party cases in paras 63-6.
